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Friday, Jult/Zi, I960 

dueers, Iiic.. Akron Milk Producers. Inc., 
Stark County Cooperative Sales Asso- 
ciation, Northwestern Cooperative Sales 
Association, Constantine Cooperative 
Creamery Company, and Trl-County 

. E>roducers Cooperative have retiuested 
that the eligible-ineligible plan of the 
order 'be terminated, it the earliest pos- 
sible date in order that producers may 

, be aware that their niilk deliveries dur- 
ing the months of. October Qirbugh De- - 
cember 1S60 will not be i:£ed as a basis 
of computinK payments . during the ' 
months of Aprfi through June 1961^ 

. :,Terminatiaa of the plan will have no' 
effect on costs of milk to handlers, but 
will aSect distrlbutioa of returns among 
producers with different seasonal pat- 
terns of. production. Timely action on 
the request can best be accomplished 
through termlnaUoh of the provisions 
cited. Oivortunity is. hereby afforded 
all interested paittes to submit written 
data, views and argumentis with respect 
to the proposed tominatioh. 

All persons .vBo desire to submit writ- 
ten data, views, or arguments in connec- 
tion with the proposed termination 
should file the same with the Hearing 
Clerk, Room 112, Administration Build- 
ing, United States Department of Agri- 
culture, Washington ZS.D.C. not later 
than 10 days from the date of publication 
of this notice in the Federal Register. 
All documents filed should be in quadru- 
plicate. 

Issued at Washington, D.C., this 19th 
day of July i960. 



DEPARTMENT OF HEALTH, EDU- 
CATION. AND WELFARE 

Food and Drug Administration 
[21 CFR Parts 1,1301 
ENFORCEMENT REGULATIONS DRUGS 
AND DEVICES, NEW DRUGS 
Notice of Proposal to Amend • 
Labeling Requirements 
The Commissioner of Food and Dinigs, 
pursuant to the provisions of the Federal 
Pood, Drug, and Cosmetic Act (sec. 701 
(a), 52 Stat. 1055: 21 U.S.C. 371(a)) and 
under the authority delegated to him by 
the Secretary of Health. Education, arid 
Welfare (22 P.R. 1045, 23 P.R 9500, 25 
F.R. 5611) proposes to amend the regu- 
lations for the enforcement of the drug 
and device sections and the new-drug 
section (21' CFR 1.106. 130.4, 130.5. 130.9. 
130.13) as hereinafter set forth. The 
Commissioner hereby offers an oppor- 
tunity to all interested persons to sub- 
mit their views in writing with reference 
to this proposal to the Hearing Cierk. 
Department of Health, Education, and 
Welfare, Room. 5440, 330 Independence 
Avenue SW., Washington 25, D.C., with- 
in 60 days from the date of publication 
of tills notice in the Federal Register. 
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Views and comments should be sub- 
mitted in quintuplicate. 

1. It is proposed to amend § 1.106 in 
the following respects; 

a. By changing paragraphs (b), (c), 
and (d) to read as follows: 
§1.106 Drugs, and devices; directions 

(b) Exemption for prescription drugs. 
A drug subject to- the requirements of 
section 503(b)(1) of the act shall be 
exempt from section 502(f) (1) if all the 
following conditions are met : 

(1) The drug is: 

(i){a) In the possession of a person 
(or his agents or employees) xegularly 
and lawfully engaged in the manufac- 
ture, transportation, storage, or whole- 
sale distribution of prescription drugs; 

(6) In the possession of a retail, hos- 
pital, or clinic pharmacy, or a public 
health agency, regularly and lawfully 
engaged in dispensing prescription 
drugs; or 

(c) In the possession of a practitioner 
licensed by law to administer or prescribe 
such drugs; and 

(ii) It is to t>e dispensed iii accordance 
with section 503(b). 

(2) The latiel of the drug bears: . 

(i) The statement "(Jaution: Federal 
law prohibits dispensing without pre- 
scription"; and 

(ii) The recommended or usual dos- . 
age; and 

(iii) The route of administration, if 
it is not for oral use; and 
• (iv) If it is fabricated from two or 
more ingredients and is not designated 
solely by a name recogplzed In an ofBclal 
compendium, the quantity or proportion 
of each active ingredient, as. well as the 
information required by section 502 (d) 
and (e) : and 

(V) If it is intended for ophthalmic 
use or for administration by parenteral 
Injection, the quantity or proportion of 
all inactive ingredients; and 

(vi) An identifying lot or control num- 
ber from which it is possible to detei-mine 
the complete manufacturing history of 
the package of the dnig; 
Provided, however. That in the case of 
containers too small or otherwise unable 
to accommodate a label with sufficient 
space to bear all such infonnation, but 
which are pacicaged within an outer con- 
tainer from which they are removed for 
dispensing or use. the information re- 
quired by subdivisions (ii), (iii) and (v) 
of this subparagraph may be contained 
in other labcUns on or within the pack- 
age from whicli it is to be dispensed, and 
the information referred to in subdivi- 
sion (i) of this subparagraph ma:y be 
placed on such outer container only. 

(3) labeling on or within the packasre 
f roni which tlie drug is to be dispensed 
bears adequate informjition for its use, 
indudin^^ indications, effects, dosages, 
routes, metliods, and frequency and du- 
ration o.' administration, and any rele- 
vant hazards, contraindications, side 
effects, and precautions under which 
practitioners licensed by law to admin- 
ister the diTig can use the drug safely 
and for the purposes for wliicli it is 



intended, including all purposes for 
which it is advertised or represented; 
and, if the article is subject to section 

505. 506, or 507 of the act, the laljelmg 
bearing such information is the labeling 
authorized by the effective new-drug ap- 
plication or required as a condition for 
the certification or the exemption from • 
certification requirements applicable to 
preparations of insulin or antibiotic 
drugs: Provided, However. That in the 
case of drugs not subject to section 505, 

506, or 507, such infonnation may be 
omitted from the dispensing pacicage if, 
but only if, the article is a drug for which 
directions, hazards, warnings, . and use 
information are commonly known to the 
ordinary practitionen Upon written re- 
quest, stating reasonable grounds there- 
for, the Commissioner will offer an 
opinion on a proposal to omit such infor- 
mation from the dispensing package 
under this proviso. 

(4) Any labeling, whether or not it is 
on or within a package from which the 
drug is to be dispensed, distributed by 
or on i)ebalf of the ' manufacturer, - 
packer, or distributor of the drug, that 
furnishes or purports to furnish infor- 
mation for use or which prescribes, rec- 
ommends, or suggests a dosage for the 
use of the drug contains: 

(i) Adequate information for its use, 
including indications, effects, dosages, 
routes, methods, and frequency and 
duration of administration and any rele- 
vant hazards, contraindications, side ef- 
fects, and precautions, under which 
practitioners licensed by law to admin- 
ister the drug can use the drug safely 
and for the purposes for which it is in- 
tended, including aU conditions ' for 
which it is advertised or represented; 
and if the article is subject to section 
505, 506, or 507 of the act, the labeling ' 
providing such informatioii is the label- 
ing authorized by the effective new-drug 
application or required ais a condition 
for its certification or exemption from 
certification; and 

(ii) The same information concerning 
the ingredients of the drug as appears . 
on the label and labeling on or within 
the package from which the drug is to 
\oe dispensed. 

(5) All labeling bearing information 
for use of the drug also bears the date 
of the issuance of such labeling. 

(c) . Exemption for veterinary drugs. 
A drug intended solely for veterinary 
use which, because of toxicity or other 
potentiality for harmful effect, or the 
method of its use, is not safe for animal 
use except under the supervision of a 
licensed veterinarian, and hence for 
which "adequate directions for use" can- - 
not be prepared, shall be exempt from 
section 502(f) (1) of tlie act if all the 
following conditions are met; 

(1) The drag is: 

(i) In tlie pos.>!esslon of a person (or 
his agents or employees) regularly and 
lawfully engaged ■ in the ni.-inufacture. 
transportation, storage, or wholesale or 
retail- distribution of veterinary drugs 
and is to be sold only to or on the pre- 
scription or other order of a licensed 
veterinarian for use in tlie course of liis 
piofessioiuil practice; or 
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■ , (II) In the possession of a lioensed 
veteiinaiian for iise in the course of his 
Iirofessidnal practic!. 
. i (2) The label of the drug' bears: 
' (i) The statement "Caution: Federal 
law restricts this drug to sale by or on 
the order of a licensed veterinarian"; 
'and 

(11) The recommended or usual dos- 

'-■^tls^? (111) Ttie. route of administration, if it 

sSaiSl* not for oral use; and 

"S«^ <iv) If it is fabricated from two or 
more ingredients and is not desigrated 
solely by a name recognized in an pfBcial 
compendium, the quantity or proportion 
.of each active, ingredient as well as the 
information required by section S02(e> 
of the act; and 

(v) If it is intended for ophthalmic use 
or for adrninlstratlon by parenteral in- 
jection, the quantity or proportion of 
all Inactive ingredients; and 

(vi) An Identifying lot or control 
number from which it is possible to de- 
termine, the complete manufacturing 
history of the package of the drug: 
Provided, Tiowmer, That in the case of 
containers too smaU or otherwise unable 
to accommodate a label with sufBcient 
space to bear all such information, but 
which are packaged within an outer 
container from which they are removed 
for dispensing or use, the information 
required by subdivisions (ii>, (iii), and 
(V) of this subparagraph may be con- 
tained in other labeling on or within the 
package from which it is to be so dis- 
pensed, and the information referred to 
in subdivision (i) of this subparagraph 
may be placed on such outer container 
only. 

(3) Labeling on or within the pack- 
age from which the drug is to be dis- 
pensed bears adequate information for 
Its use, including indications, effects, 
dosages, routes, methods, and frequency 
and duration of administration, and any 
relevant hazards, contraindications, side 
effects, and precautions under which 
veterinarians licensed by law to admin- 
ister the drug can use the drug safely 
aijd for the purposes for which it Is in- 
tended, including all purposes for which 
It i5 advertised or represented; and If the 
article Is subject to section 505, or 507 of 
the act, the labeling bearing such infor- 
mation is the labeling authorized by the 
effective new-drug application, or re- 
quired as a condition for the certifica- 
tion or the exemption from certification 
requirements applicable to preparations 
. of antibiotic drugs: Provided, however. 
That in the case of drugs not subject to 
sections 505 or 507, such information may 
be omitted from the dispensing package 
If. but only if, the article is a drug for 
which directions, hazards, warnings, and 
other information are commonly luiown 
to the ■ ordinary veterinarian. Upon 
written . request, , stating reasonable 
grounds therefor, the Commissioner will 
offer an opinion on a proposal to omit 
such Information from the dispensing 
package under this proviso. 
■ (4) Any labeling, whether or not it is 
on or within a package from which the 
drug is to be dispensed, distributed by or 
on behalf of the manufacturer, packer, 
or distributor of the drug, that f mnlshes 



PROPOSED RULE MAKING 

or purports to furnish information for 
use or which prescribes, recommends, or 
suggests a dosage for the use of the drug 



<i) Adequate information for its use, 
including indications, effects, dosages, 
routes, methods, and frequency and 
duration pf administration, and any 
relevant hazards, contraindications, side 
effects, and. precautions, under which 
veterinarians licensed by law to admin- 
ister the drug cait use the drug safely 
and tor the purposes.for which It.is in- 
tended. Including all conditions for 
which it is advertised or represented; 
and if the article is subject to section 505 
or 507 of the act, the labeling providing 
such information is the labeling author- 
ized by the effective new -drug applica- 
tion or required as a condition, for its 
certification or exemption from cer- 
tification; and 

(ii) The same information concerning 
the ingredients of the drug as appears on. 
the label and lalbeling. on or within the 
package from which the drug is to be 



(5) All. labeling bearing information 
for use oi the drug also bears. the date 
of the issuance of such labeling. 

fd) Exemption for prescription de- 
vices. A device, which, because of any 
potentiality for harmful effect, or the 
method of its uses, or the collateral 
measures necessary to its use, is not safe 
except under the supervision of a prac- 
titioner licensed by law to dh'ect the use 
of such device, and hence for which "ade- 
quate directions for use" cannot be pre- 
pared, shall be exempt from section 
502(f) (1) of the act if all the following 
conditions are met: 

(1) The device is: 

(i)(a) In the possession of a person 
(or his agents or employees) regularly 
and lawfully engaged in the manufac- 
ture, transportation, storage, or wholer 
sale or retail distribution of such device; 
or 

(b) In the possession of a practitioner, 
such as physicians, dentists, and veteri- 
narians, licensed by law to use or order 
the vse of such device; and 

(U) Is to be sold only to or on the 
prescription or other order of such prac. 
titioncr for use in the course of his pro- 
fessional practice. 

(2) The label of the device (other than 
surgical Instruments) bears: 

(i> The statement ."Caution: Federal 
law restricts this device to sale by or on 

the order of a _—. i ," the blank to 

be filled with the word, "physician," 
"dentist." "veterinarian." or with the 
descriptive designation of any other 
practitioner licensed by the laws of the. 
State in which he practices, to Use or 
order the use of the device: and 

(ii) The method of its application or 

(3) Ijabeling on or within the package 
from which the device is to be dispensed 
bears information for use, including in- 
dications, effects, routes, methods, and 
frequency and duration of administra- 
tion, and any relevant hazards, contra- 
indications, side effects, and precautions 
under which p:actiUoncrs licensed by 
law to administer, the device can use tlie 
device safely and for the pui-pose for 



resented: ProDided. ftoioeoer. That such 
information may be omitted from the 
dispensing package if, but only if, the 
article is a device for which directions, 
hazards, warnings, and other informa- 
tion are commonly known to the ordi- 
nary practitioner. Upon written request, 
stating reasonable grounds therefor, the • 
Commissioner will offer an. opinion on 
a, proposal to omit such information, 
from the dispensing package under Uiis 
proviso. 

(4) Any labeling, whether or not it is 
on or within a package from which the 
device is to be dispensed, distributed by or 
on behalf of the manufacturer, packer, 
or distributor of the device, that fur- 
nishes or purports to furnish informa- 
tion for use of the device contains ade- 
quate information for its use. including 
indications, effects, routes, methods; and. 
frequency and duration of administra- 
tion and any relevant hazards, contra- 
indications, side effects, and precautions, 
under which practitioners licensed by law 
to employ the device can use the device, 
safely and for the purposes for which it 
is Intended, Including all purposes for 
which it is advertised or represented. . 

(5) All labeling bearing information 
for use of the device also bears the date 
of the issuance of such labeling. 



dltiona stilted in the labeling which Is pai 
o( Chl9 application: and if the article Is 
prescription drug. It Is agreed that any label 



suggests a dosage for vu 
a contain adequate Infoi 
, including Indications, 



4 



b. By revoking 5 1.106(e). 

2. It is propased to amend § 130.4 
Applications by changing items (6) (c) , 
(d) , and (e) and (9) in the new-drug 
application foi-m set out in paragraph 
(c) to read as set forth below and by 
adding to S 130.4 a new paragraph (e), . 
reading as indicated: 
§130.4 Applicnlions. 

(c) • • • 

(6) • • • 

(c) It the drug Is limited In Its labeling 
to use under the professional supervision o£ 
B practitioner licensed by law to administer 
It. labeling on or within the package from 
which the drug is to be dispensed should 
bear Information for use under which such 
practitioners can use the' drug for the pur- 
poses for which It Is Intended, including all 
the purposes for which It Is to be advertised 

(d) Typewritten or other draft labeling 
— -- be accepted for conditional con- 



ng on or within the package from 
• drug Is to be dispensed, 
dcrstood thot all representations In 
icatlon regordUig the components. 
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eturlhg methods, t 



ties, conizoli, and lataeUng apply 

pnxlucecl until an effective supplement to 
i the application provides lor a change or the 
r applicant is notified Sri wfittag.by the Pood 

and Drug Aainlnlstration- that a supplo- 
: mental application Is. not required lor the 

change, or the article Is no longer a new 

drug. It is further undenstood that a new . 

drug fpr vrhlch an application is condition- 

ally effective may — ' "- .— •^-.« — *" »>-- 



. when such is a condition, the submission o: 
final printed labeling Ic 
the draft copy in- the 

. eluding, when such is 
tion of the New Drug Branch when the first 
production batch of the drug will be pre- 
pared, so that nn inspection may bo con- 
ducted to verify the adequacy of the manu- 
facturing methods, facilities, and controls. 

(e) When in the judgment of the New- 
Drug Branch, tlie description of the 
methods used in and the facilities and 
controls used for the manufacture, 
processing, and packaging of such drug 
appears adequate on its face, but it Is 
not feasible to reach a conclusion as to 
the safety, of the drug solely from con- 

. sideration of this description, the New 
Drug Branch will notify, the applicant 
that an inspection Is required and the 
application will be made conditionally 
effective until such time that it is noti- 
fied that the applicant is prepared to 
produce the first production batch, and 
the Administration is given an adequate 
opportunity to inspect the manufactur- 

. ing methods, facilities, and controls to 
verify their adequacy. When an- appli- 
cation is made conditionally effective 
under the conditions prescribed in this 
paragraph, the production and market- 
ing of the drug without notification of 
the New Drue Branch or without offer- 
ing an opi>ort.unity for an inspection to 
verify the adequacy of the manufactur- 
ing methods, facilities, and controls shall 
be regarded as the production and mar- 
keting of a drug for which ho new-drug 
applicatioif is effective. 

3. It Is proposed to amend the first 
sentence of S 130.5(a) (3) Vo read as 
follows: 



(a) • • * 

(3) The specimens of labeling pro- 
posed for use upon or within the retail 
package do not expressly prescribe, rec- 
ommend, or suggest the use of such drug 
under such conditions. • • » 



§ 130.9 Siipplrincniai applirnlions. 

(a> After an application is effective, a 
supplemental application may propose 
changes. The supplemental application 
may omit statements made in the ef- 
fective application concerning which no 
change is proposed. A supplemental apr' 
plication should be submitted for any 
change beyond the variations provided 
for in the application, that may alter 
the conditions of use. the labeling, the 
safety, identity, strength, quality, or pur- 
ity of the drug or the adequacy of manu- 
facturing methods, facilities, or controls 
to preserve them, labeling changes in- 
clude deviations from the authorized 
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brochure in any mailing or promotional 
piece used after the drug is placed on 
the market. When necessary for the 
safety of the drug, a supplemental ap-. 
plication may be required to specify a 
; period of time within which the proposed 
change will be made; and in such case 
the distribution of the drug after such 
time without such change constitutes 
■ distribution without an effective new- 
drug, application. If a materlalehange is 
made in labeling or advertising from the 
representations' In an effective applica- 
tion for a new drug before a supplement 
is effective for such change, the appli- 
cation may be suspended under 5 130.27. 
because the authorized labeling does not 
truly represent the intended uses of the 
drug. . 

(b) 'Xho submission of a supplemental 
new-drug application is not required for 
changes made in the new drug, or in its 
labeling, or In the manufacturing fa- 
cilities or controls under which it is pro- 
duced, that arfe not significant from the 
standpoint of the safety of the new drug 
as established by the original new-drug 
application. The holder, of an effective 
now-drug application should submit to 
the New Drug Branch, in writing, full 
details of any proposed change or 
changes, and he will be notified in writ- 
ing whether, in the Food and Drug Ad- 
ministration's opinion, the submission of 
a supplemental application is required 
for such change or changes. This iu- 

. eludes all mailing and promotional pieces 
that are to be used after the new drug 
has been placed on the market. 

(c) A supplemental application is not 
required when the article is no longer a 
new drug, luidcr the labeling submitted 
in the m.w-drug application, unless the 
proposed change itself causes it to be- 



§ 130.13 Insuflicicnl inrornialion in ap- 

The Information contained in an ap- 
plication may be insufficient for the New 
Drug Branch to determine, whether a 
drug is safe for use if it fails to include 
(among other things) a statement show- 
ing whether the drug Is to be limited to 
prescription sale and exempt mider sec- 
tion 502(f) (1) of the act, from the re- 
quirement that its labeling bear adequate 
directions for use. If the drug is to be 
exempt, the information may also be in- 
sufficient if: 

(a) The specimen labeling proposed 
for use on or within the package fi-om 
which tlic drug is to be dispensed fails 
to bear adequate informiation for use, 
Including . indications, effects; dosages, 
routes, methods, and frequency and 
dura lion of administi-ation. and .iny 
relevant hazards, contraindications, side 

'effects, and precautions under whicli 
practitioners licensed by law to adminis- 
ter the drug can use the drug for the 
purposes for which it is intended, includ- 
ing all purposes for which it is to be 
advertised or represented. 

(b) The application fails to show that 
the labeUng and advertising of the drug 
will offer the drus for u-se only under 
those conditions for which it is offered 



in the labeling on or within the package 
from which the drug is to be dispensed. 

(c) The application fails to show that 
all labeling wliich furnishes or. purports 
to furnish information for use of the 
drug will contain adequate informtatibn 
for use. Including indications, effects, . ■ 
dosages, routes, methods, and frequency 
and dm-ation of administration, and any 
relevant hazards, contraindications, side 
effects, and precautions which Is con- 
tained in the labeling on or within the 
package from which -the di-ug is to be 
dispensed. 

Dated: July 18, 1960. 

[seal! GEa P. Lahrick, 

Commissioner of Food and Drugs. 

IPJt. Doc. 60-6857: Piled. July 21, . 1960; . 
8:48 a.m.l 

[21 CFR Pari 120] 

sulfur dioxide and sodium 
metAbisulfite used in fumiga- 
tion of STORED grains 
Notice of Proposal To Exempt. From 

Requirement of Tolerances 
- Data in possession of the Food and 
Di-ug Administration indicate that the 
pesticide chemical sulfur dioxide has .. 
been used in the fumigation of stored 
grains to combat Insfect infestation, to 
combat deterioration caused by fungi, 
and to "serve as a warning Indicator of 
less odoriferous fumigants used with it. 
The sulfur dioxide may be used directly 
as a. gas In combination with other fumi- 
gants or it may be released from sodium 
metabisulfite. When sulfur dioxide Is 
used In the fumigation of girains, it has 
no adverse affect on. thiamine of cereal 
grains and it does not constitute a 
hazard to the public health, 

Accordingly, the Commissioner of 
Food and Drugs, on his. own initiative 
and under the authority of the Pedertil 
Food, Drug, and Cosmetic Act (sec. 408 
(e), 68 Stat. 514; 21 U.S.C. 346a (e)), 
vested in the Secretary of Health, Edu- . 
cation, and Welfare and delegated to the 
Commissioner (25' PJl. 5611) , proposes 
that the regulations for tolerances for 
pesticide chemicals in or on raw agricul- 
tural commodities (21 CFR Part 120) be 
amended by adding the following new . 
section: 



§ 120.1! 



Excnirtlion from llic rcquirc- 



Milfur ilioxidc from direct nppHca 
lioni or from 50<Iium niclnbisulfilc. 

Sulfur dioxide from direct application 
or from sodium metabisulfite is exempted 
from the requirement of a tolerance for 
residues, wlicn used in the. fumigation of 
barley. , buckwheat, corn; oats, popcorn, 
rice, ry6, sorghum (milo) .wheat. 

A person who has registered or who 
has submitted an application for the 
registration of an economic poison under 
the Federal Insecticide. Fungicide, and 
Rodcnticidc Act containing sulfur diox- 
ide or sodium metabisulfite may request, 
within 30 days from the date of publica- 
tion of this proposal In the Federal Reg- 
ister, that the proposal be referred to an 
advisory committee in accordance with 
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FEDERAL AVIATION AGENCY 



Boeing 707-100 Scries Aircraft 



